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-- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- tf the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 1-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |3 Claim(s) 7-27 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) [x] The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or^eclaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 3738 

DETAILED ACTION 
Information Disclosure Statement 

The information disclosure statement filed 09/15/2003 fails to comply with 37 CFR 
1.98(a)(1), which requires the following: (1) a list of all patents, publications, applications, or 
other information submitted for consideration by the Office; (2) U.S. patents and U.S. patent 
application publications listed in a section separately from citations of other documents; (3) the 
application number of the application in which the information disclosure statement is being 
submitted on each page of the list; (4) a column that provides a blank space next to each 
document to be considered, for the examiner's initials; and (5) a heading that clearly indicates 
that the list is an information disclosure statement. The information disclosure statement has 
been placed in the application file, but the information referred to therein has not been 
considered. 

Specification 

The disclosure is objected to because of the following informalities: 

There is a figure/illustration located in the specification on page 23. The 
figure/illustration must be cancelled from the specification. A new figure showing the 
figure/illustration may be added to the drawings. 

In the Cross-References to Related Applications section of the specification, application 
10/099602 in now patent number 668831 1. 

Appropriate correction is required. 

Claim Rejections - 35 USC §101 

35 U.S.C. 101 reads as follows: 
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Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 1-21 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility. The method as claimed examines only one (an) impression and therefore 
cannot make a determination an effect of a botulinum toxin upon the muscle (no comparison can 
be preformed) 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 3 and 13 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. It is unclear how mean 
length of a wrinkle (non-plural) could be determined. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distincUy claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-21 are rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential steps, such omission amounting to a gap between the elements. See MPEP 
§ 2172.01. The omitted steps are: Examining both impressions. 



Application/Control Number: 10/663,041 



Page 4 



Art Unit: 3738 

Claims 3 and 13 are rejected under 35 U.S. C. 112, second paragraph, as being incomplete 
for omitting essential elements, such omission amounting to a gap between the elements. See 
MPEP § 2172.01. The omitted elements are: more than one wrinkle such that "mean length" has 
meaning. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 1-21 are rejected under the judicially created doctrine of double patenting over 
claim 8 of U. S. Patent No. 668831 1 since the claims, if allowed, would improperly extend the 
"right to exclude" already granted in the patent. 

The subject matter claimed in the instant application is fully disclosed in the patent and is 
covered by the patent since the patent and the application are claiming common subject matter, 
as follows: Claim 8 of U. S. Patent No. 668831 lis within the scope of claims 1-21 of the present 
invention. With regard to claims 5, 9, 15 and 21, the total number of wrinkles is inherently 
included information necessary to determining mean wrinkle length. 

Furthermore, there is no apparent reason why applicant was prevented from presenting 
claims corresponding to those of the instant application during prosecution of the application 
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which matured into a patent. See In re Schneller, 397 F.2d 350, 158 USPQ 210 (CCPA 1968). 
See also MPEP § 804. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ascher et al. 
(La Toxine Botulique Dans Le Traitement Des Rides Fronto-Glabellaires et de la Region 
Orbitaire) in view of Corcuff et al. (Skin relief and aging). Ascher et al. discloses a method for 
determining an effect of a botulinum toxin (summary, lines 11-16) upon a muscle (summary, 
lines 1-4), the method comprising the steps of: v 

(a) making a first record (photographs, skin prints etc.) of a skin surface (e.g. fig. 1C) in 
proximity to a muscle into or in the vicinity of which a botulinum toxin will be administered, the 
record being made while the muscle is at a first maximum voluntary contraction, 

(b) administering the botulinum toxin to the muscle, 

(c) making a second record (photographs, skin prints, etc.) of the skin surface (e.g. fig. ID) in 
proximity to the muscle, the record being made while the muscle is at a second maximum 
voluntary contraction, 

(d) examining the records, and; 

(e) determining an effect of a botulinum toxin upon the muscle. 
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Ascher et al. discloses taking impressions (skin prints), but remains silent as to examining an 
impression by illuminating an impression with a single light source. Corcuff et al teaches another 
method of evaluating treatment of skin wrinkles including taking before and after impressions 
and examining an impression by illuminating an impression with a single light source (consisting 
of 2 lamps from one direction, page 178 last full paragraph and fig. 1) for the purpose of making 
quantitative measurements of skin topography (Intro, page 177) . It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to utilize the evaluation 
method of Corcuff et al using a single light source to evaluate the before and after impressions of 
Ascher et al in order to make quantitative measurements of skin topography and hence the effect 
of a botulinum toxin upon the muscle. 

With regard to claims 2, 9, 12 and 21 , Corcuff et al discloses means depth (P, page 180) 
With regard to claims 3, 9, 13 and 21, means length would be inherently calculated in the 
statistical analysis of the quantitative measurements of the wrinkles. 

With regard to claims 4, 9, 14 and 21, Corcuff et al discloses total length of a wrinkle (I, 
page 180) 

With regard to claims 5, 9, 15 and 2 1 , Corcuff et al discloses total number of wrinkles (N, 
page 180) 

With regard to claims 6, 9, 16 and 21, Corcuff et al discloses surface area of a wrinkle 
(S d ,pagel80) 

With regard to claims 7, 9, 17 and 21, Corcuff et al discloses surface a form factor skin 
characteristic (Em, page 180). 

Conclusion 



Application/Control Number: 1 0/663,04 1 Page 7 

Art Unit: 3738 

The prior art made of record and not relied upon is considered pertinent to applicants 
disclosure. Groh et al. (US 5,21 1,894) and Bazin et al (US 4,758,730). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thomas J Sweet whose telephone number is 571-272-4761. The 
examiner can normally be reached on 6:30 am - 5:00pm, M-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Conine M McDermott can be reached on 571-272-4754. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



tjs 



CORRINE McDERMOTT 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 3700 



